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Detailed Action 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046. 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528. 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-9, 1 1-13 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-35 of U.S. Patent No. 7091380. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instant applicant claims a genus of compounds which overlap in 
subject matter with the *380 genus of compounds. 

'380 teaches the instant compound as shown in Formula I, wherein R1 and R2 
are as claimed, R4a, and R4b are as claimed, R5 is as claimed, R6a is NRbS02Rd, 
R6b and R6c are hydrogen, R7a and R7b are equal to hydrogen, halogen, cyano. nitro, 
Ra, C02Ra, C(0)NRbRc, and CI -4 alkyi optionally substituted with 1 to 5 halogen 
atoms, Ra equal to hydrogen, CI -4 alkyI optionally substituted with 1 to 5 halogen 
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atoms, phenyl optionally substituted with 1 to 3 groups independently selected from 
halogen, cyano, nitro, OH, C1-4alkyloxy, C3-6 cycloalkyi and C1-4 alkyi optionally 
substituted with 1 to 5 halogen atoms, C3-6 cycloalkyi, and m is 0. At columns 50-52, 
see the compound of fonnula I and the radicals defined. The difference between the 
prior art compound and the instantly claimed compounds is the teaching of a generic 
compound, and composition which overlaps in subject matter with the instant genus of 
compounds, compositions and use of said compounds. It would have been obvious to 
one of ordinary skill in the art to select various known radicals within a genus to prepare 
structurally similar compounds. For instance, see the compound, 214 , where a 
disclosed species is exemplified. Accordingly, the compounds, compositions containing 
them and uses are deemed unpatentable therefrom in the absence of a showing of 
unexpected results for the claimed compounds over those of the generic prior art 
compounds. 

Claims 1-9, 1 1-13 are rejected under 35 U.S.C. 103(a) as being obvious over 
Wood et. al. (US Patent 7091 380 B2). 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1) a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which conresponds to subject matter disclosed but not claimed 
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in the reference, prior to tfie effective U.S. filing date of the reference under 37 CFR 
1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the application and 
reference are cun'entiy owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

'380 teaches the instant compound as shown in Formula I, wherein R1 and R2 
are as claimed, R4a, and R4b are as claimed, R5 is as claimed, R6a is Co2CH3, R6b 
and R6c are hydrogen, R7a and R7b are equal to hydrogen, halogen, cyano, nitro, Ra, 
C02Ra, C(0)NRbRc, and CI -4 alkyi optionally substituted with 1 to 5 halogen atoms, 
Ra equal to hydrogen, CI -4 alkyI optionally substituted with 1 to 5 halogen atoms, 
phenyl optionally substituted with 1 to 3 groups independently selected from halogen, 
cyano, nitro, OH, C1-4alkyloxy, C3-6 cycloalkyi and CI -4 alkyl optionally substituted 
with 1 to 5 halogen atoms, C3-6 cycloalkyi, and m is 0. At columns 50-52, see the 
compound of formula I and the radicals defined. The difference between the prior art 
compound and the instantly claimed compounds is the teaching of R6a as NRBS02Rd, 
which overlaps in subject matter with the instant genus of compounds. It would have 
been obvious to one of ordinary skill in the art to select various known radicals within a 
genus to prepare structurally similar compounds. For instance, see the compound, 214 
, where a disclosed species is exemplified. Accordingly, the compounds and 
compositions containing them are deemed unpatentable therefrom in the absence of a 
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showing of unexpected results for the claimed compounds over those of the generic 
prior art compounds. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887. 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-9, 11-13 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-40 of U.S. Patent No. 6919343. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instant application teaches a genus of compounds, 
compositions and use of said compounds which overlap in subject matter with the '343 
genus of compounds and use of said compounds. 

'343 teaches the instant compound as shown in Formula I, wherein the radicals 
are as defined in columns 54-55. The difference between the prior art compound and 
the instantly claimed compounds is the teaching of a generic compound, which overlaps 
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in subject matter with the instant genus of compounds. It would have been obvious to 
one of ordinary skill in the art to select various known radicals within a genus to prepare 
structurally similar compounds. Accordingly, the compounds, compositions containing 
them, and uses are deemed unpatentable therefrom in the absence of a showing of 
unexpected results for the claimed compounds over those of the generic prior art 
compounds. 

Claims 1-9, 11-13 are rejected under 35 U.S.C. 103(a) as being obvious 
over Wood et. al. (US Patent 6919343 B2). 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1) a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the application and 
reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 
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'343 teaches the instant compound as shown in Formula I, wherein the 
radicals are as defined in columns 54-55. The difference between the prior art 
compound and the instantly claimed compounds is the teaching of a generic compound, 
which overlaps in subject matter with the instant genus of conripounds. It would have 
been obvious to one of ordinary skill in the art to select various known radicals within a 
genus to prepare structurally similar compounds. Accordingly, the compounds, 
compositions containing them and uses are deemed unpatentable therefrom in the 
absence of a showing of unexpected results for the claimed compounds over those of 
the generic prior art compounds and methods. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 12-1 3 provide for the use of the compound of claim 1 , but, since the claim 
does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is Indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 12-13 are rejected under 35 U.S.C. 101 because the claimed recitation of 
a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products. Ltd. v. Brenner, 255 F. Supp. 131. 149 USPQ 475 (D.D.C. 1966). 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of malting 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 11-13 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating postherpetic neuropathy, 
osteoarthritis pain, or dental pain, does not reasonably provide enablement for 
treating all types of pain or all types of inflammation. The specification does not 
enable any physician skilled in the art of medicine, to make the invention 
commensurate in scope with these claims. The how to make requirement of the 
enablement statute, when applied to process claims, refers to operability and how 
to make the claimed process work. "The factors to be considered [in making an 
enablement rejection] have been summarized as the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence 
of working examples, the nature of the invention, the state of the prior art, the 
relative skill of those in that art, the predictability or unpredictability of the art and 
the breadth of the claims". In re Rainer, 146 USPQ 218 (1965); In re ColiannU 195 
USPQ 150, Ex parte Formal, 230 USPQ 546. The main issues are the correlation 
between clinical efficacy for treatment of these conditions and diseases and 
Applicants' Bradykinin Bl or B2 binding assay, assay for bradykinin Bl 
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antagonists, assay for bradykinin inverse agonists, and an assay for ex vivo 
receptor occupancy assay in NSE hB2 transgenic rat. 

a) Determining if any particular claimed compound would treat any 
particular postherpetic neuropathy, osteoarthritis pain, or dental pain would require 
synthesis of the compound, formulation into a suitable dosage form, and subjecting 
it clinical trials with a number of fundamentally different diseases described below, 
or to testing them in an assay known to be correlated to clinical efficacy of such 
treatment. This is a large quantity of experimentation, b) The direction conceming 
treating these diseases is found at lines 1-25, page 14, lines 1-23, page 15, lines 
20-30, page 16 of the specification, which merely states Applicants* intention to do 
so. Applicants describe formulations and doses at page 14, lines 1-5 of the 
specification. A twenty-fold range of doses is recommended. There are no 
guidelines for determining the doses needed to provide a bradykinin antagonistic 
effect. Are identical doses to be used for treating these unrelated diseases? There 
are assays for Bradykinin Bl or B2 binding assay, an assay for bradykinin Bl 
antagonists, an assay for bradykinin inverse agonists described in at lines 23-34, 
page 19, page 20, page 21, and page 22, lines 120 with no data but it is unclear if 
these assays are correlated to the treatment of postherpetic neuropathy, 
osteoarthritis pain, or dental pain, c) There is no working example of treatment of 
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any disease in man or animals. The Bradykinin Bl or B2 binding assay, assay for 
bradykinin Bl antagonists, assay for bradykinin inverse agonists assay provide 
evidence that the present compounds bind to the bradykinin receptors. However, 
binding does not equal treatment of pain or inflammation. Thus, there are no 
working examples of for the treatment of these specific conditions, d) The nature 
of the invention is clinical treatment of pain and inflammation disease with these 
compounds, which involves physiological activity, e) The state of the clinical arts 
in the treatment of pain and inflammation is high. 

f) The artisan using Applicants invention would be a physician with a MD 
degree and several years of experience, g) It is well established that "the scope of 
enablement varies inversely with the degree of unpredictability of the factors 
involved", and physiological activity is generally considered to be an unpredictable 
factor. See In re Fisher, 166 USPQ 18, at 24 (In cases involving unpredictable 
factors, such as most chemical reactions and physiological activity, the scope of 
enablement obviously varies inversely with the degree of unpredictability of the 
factors involved,), Nationwide Chemical Corporation, et at. v. Wright, et al, 192 
USPQ 95 (one skilled in chemical and biological arts cannot always reasonably 
predict how different chemical compounds and elements might behave under 
varying circumstances), Ex parte Sudilovsky 21 USPQ2d 1702 (Appellant's 
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invention concerns pharmaceutical activity. Because there is no evidence of record 
of analogous activity for similar compounds, the art is relatively unpredictable) In 
re Wright 27 USPQ2d 1510 (the physiological activity of RNA viruses was 
sufficiently unpredictable that success in developing specific avian recombinant 
virus vaccine was uncertain), h) The scope of the claims involves all of the 
thousands of compounds of claim 1 as well as the hundred of diseases embraced by 
the compound of formula I. Thus, the scope of claims is very broad. 

MPEP §2 164.0 1(a) states, "A conclusion of lack of enablement means that, 
based on the evidence regarding each of the above factors, the specification, at the 
time the application was filed, would not have taught one skilled in the art how to 
make and/or use the full scope of the claimed invention without undue 
experimentation. In re Wright, 999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. 
Cir. 1993)." That conclusion is clearly justified here and undue experimentation 
will be required to practice Applicants' invention. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 6, 11-13 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Kuduk et. al. ('951) based on the 102 (e) date. 
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*951 teaches the instant compound as shown in Formula I, wherein the radicals 
are as defined in columns 49-50. The difference between the prior art compound and 
the instantly claimed compounds is the teaching of a generic compound, which overlaps 
in subject matter with the instant genus of compounds. It would have been obvious to 
one of ordinary skill in the art to select various known radicals within a genus to prepare 
structurally similar compounds. Accordingly, the compounds, compositions containing 
them, and uses are deemed unpatentable therefrom in the absence of a showing of 
unexpected results for the claimed compounds over those of the generic prior art 
compounds and compositions. 

Claim 10 is allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Binta M. Robinson whose telephone number is (571) 
272-0692. The examiner can normally be reached on M-F (9:30-6:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Thomas McKenzie can be reached on 571-272-0670. 

A facsimile center has been established. The hours of operation are Monday 
through Friday, 8:45 AM to 4:45 PM. The telecopier numbers for accessing the 
facsimile machine are (703)308-4242, (703)305-3592, and (703)305-3014. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (571)- 



272-1600. 




